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International filing dale (day/montfi/vear) 

21 October 2003 (21.10.2003) 



Applicant 



EFFECTOR CELL INSTITUTE et al 



1 . Transmittal of the translation to the applicant 

The International Bureau transmits herewith a copy of the English translation made by the International Biuieau of the international 
preliminary examination report established by the International Preliminary Examining Authority. 

2. Transmittal of the copy of the translation to the elected Oflices. 

The International Bureau notifies the apphcanl that copies of that translation have been transmitted to the following elected Offices 
requiring such translation: 

AZ. CA. CH. CN, CO, EP. GH, KG, KP, KR, MK. MZ, RO, RU, TM 

The following elected Offices, having waived the requirement for such a transmittal at this lime, will receive copies of that u-anslation from 
the International Bureau only upon their request: 

AE, AG, AL, AM, AP, AT, AU. BA, BB, BG, BR, BY. BZ, CR, CU, CZ, DE, DK, DM, DZ, EA, EC, EE, EG, ES, Fl, GB, GD, 
GE, GM, HR. HU, ID, IL, IN, IS, KE, KZ, LC, LK. LR, LS, LT, LU, LV, MA, MD. MG, MN. MW. MX, Nl. NO, NZ, OA, OM. 
PG. PH. PL, PT, SC, SD, SE, SG, SK. SL, SY, TJ, TN, TR. TT. TZ, UA, UG, US. UZ, VC, VN, YU, ZA, ZM, ZW 

3. Reminder regarding translation into (one oO the oITicial langiiage(s) of the elected OniceCs). 

The applicant is reminded that, where a translation of the international application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary examination report. 

It is the applicant's responsibility to prepare and furnish such translation directly to each elected Office concerned (Rule 74.1). See 
Volume II of the PCT Applicant's Guide for further details. 
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FOR FURTHER ACTION See Form PCT/IPEA/41 6 


International application No. 

PCT/JP2003/013416 


International filing date {day/month/year) 
21 October 2003 (21.10.2003) 


Priority date {day/montlt/year) 

24 October 2002 (24.10.2002) 



International Patent Classification (IPC) or national classification and IPC 
A61K 45/00, 38/17, A61P 35/00, 37/04 




Applicant 



EFFECTOR CELL INSTITUTE 



This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 



2. 
3. 



This REPORT consists of a total of 



. sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, comprising: 

a. I I (sent to the applicant and to the International Bureau) a total of _ 



. sheets, as follows: 



□ 



b. 



sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

I I sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
Supplemental Box, 

(seiU to the hueniatiofuzl Bureau only) a total of (indicate type and number of electronic carrier(s)) 

Disc 1 , containing a sequence listing and/or tables related thereto, in computer 

readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see Section 802 of the 
Administrative Instructions). 

4. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 



I2SI 


Box No. 1 


□ 


Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



Date of submission of the demand 

08 April 2004 (08.04.2004) 



Date of completion of this report 

20 December 2004 (20.12.2004) 



Name and mailing address of the IPEA/JP 



Facsimile No. 



Authorized officer 



Telephone No. 



Form PCT/IPEA/409 (cover sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP2003/013416 



Box No. I Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

I I This report is based on translations from the original language into the following language ; , 

which is language of a translation furnished for the purpose of: 

I I international search (under Rules 12.3 and 23.1(b)) 

I I publication of the international application (under Rule 12.4) 

I I International preliminary examination (under Rules 55.2 and/or 55.3) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which have been 
furnished to the receiving Office in response to an invitation under Article N are referred to in this report as "originally filed" 
and are not annexed to this report) : 

The international application as originally filed/fumished 
I I the description: 

pages » as originally filed/furnished 

pages* received by this Authority on 

pages* received by this Authority on 

I I the claims: 



pages 



, as originally filed/furnished 



pages* , as amended (together with any statement) under Article 1 9 

pages* received by this Authority on 

pages* received by this Authority on 



I I the drawings: 

pages , as originally filed/furnished 

pages* ^ received by this Authority on 

pages* received by this Authority on 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 



3. The amendments have resulted in the cancellation of: 

I I the description, pages 

I I the claims, Nos. 



I I the drawings, shcets/figs. 



I I the sequence listing ^jpeczj5^^: 

I I any table(s) related to sequence listing (specif): . 



4, Q This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
made, since they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box 
(Rule 70.2(c)). 

I I the description, pages 

I I the claims, Nos. ^ 

I I ttie drawings, sheets/figs. 



I I the sequence listing (specify): 

I I any table(s) related to sequence listing (specify): . 



* If item 4 applies, some or all of those sheets may be marked "superseded. ' 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/JP03/13416 



Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

1 . Statement 

Novelty (N) Claims I.I9 YES 

Claims NO 

Inventive step (IS) Claims 5, 6, 11, 12, 17, 18 YES 

Claims 1-4, 7>10, 13>16, 19 NO 

Industrial applicability (lA) Claims I.I9 YES 

Claims NO 



2. Citations and explanations (Rule 70.7) 

Document 1: "Selective Recruitment of Immature and Mature Dendritic Cells by Distinct Chemokines 
Expressed in Different Anatomic Sites," (Marie Caroline Dieu, et al.), J. Exp. Med., 1998, Vol. 188, No. 2, 
pages 373-386 

Document 2: "Macrophage-tropic HIV Induces and Exploits Dendric Cell Chemotaxis," (Chen Lung Line, et 
al), J. Exp. Med., 2000, Vol. 192, No. 4, pages 587-593 

Document 3: WO, 01-83548, Al (Effector Cell Institute), 8 November, 2001 (08.11.01) 

Docimient 4: "BB-10010: An Active Variant of Human Macrophage Inflammatory Protein- la with Improved 

Pharmaceutical Properties," (M. G. Hunter, et al.). Blood, 1995, Vol. 86, No. 12, pages 4400-4408 

Inventive Step 

Claims 1-4, 7-10, 13-16 and 19 

Document 1 describes that MlP-la enhances the chemotaxis of a dendritic cell precursor (page 373, 
Abstract, Figure 1). 

Document 2 describes that RANTES enhances the chemotaxis of a dendritic cell precursor (Fig. 1). 

Document 3 describes that if an amphipathic polymer such as a partially butyl-esterified styrene-maleic 
acid copolymer is used to modify a cell chemotactic factor such as IL-8 or MBP-la, the activity of the said 
factor is sustained (claims 1-15, page 4, line 18). 

Document 4 describes that BBlOOlO that is a functional derivative of MDP-la is a derivative suitable for 
preparations improved, for example, in the solubility posing a problem with MlP-la (page 4400, Abstract). 

In this regard, the applicant (1) states in the written reply dated 14 September, 2004 that even if, for 
example, MlP-la that is also a chemotactic factor for neutrophils is administered, the number of neutrophils in 
peripheral blood does not increase, and (2) insists that even if cell chemotactic action occurs in vitro^ the action 
does not always occur in vn^o. 

However, before the filing date of the present application, in the field of drugs, it is a technique well 
known to a person skilled in the art that a dendritic cell precursor collected from peripheral blood is used for, 
for example, immunotherapy, and it is also considered to be an issue well known to a person skilled in the art to 
efficiently collect the said precursor when the said therapy is practiced. So, a person skilled in the art could have 
easily conceived of enhancing the chemotaxis of a dendritic cell precursor and administering any of various 
factors having an action to induce the said precursor or any of their derivatives into blood for increasing the 
concentration of the said precursor in blood. 

Furthermore, since the specification of the present application supports only MlP-la and BB-10010 as 
the factors that increase the level of a dendritic cell precursor in blood actually also in vivo, it is not considered 
that the effect of the subject matters of claims 1-4, 7-10, 13-16 and 19 containing a factor other than the said 
MlP-la and BB-10010 as an active ingredient is a special effect that co\ild not have been predicted by a person 
skilled in the art. 
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International application No. 




INTERNATIONAL PRELIJMINARY REPORT ON PATENTABILITY 


PCT/JP03/13416 


Supplemental Box Relating to Sequence Listing 


Continuation of Box No. 1, item 2: 




1. 


With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this report was established on the basis that of: 




^ type of material 






1^ a sequence listing 






1 1 table(s) related to the sequence listing 






^- format of material 






in written format 






1 1 in computer readable form 






^' time of filing/furnishing 






1 1 contained in the international application as filed 






[X3 filed together with the international application in computer readable form 






1 1 furnished subsequently to this Authority for the purpose of search and/or examination 




1 1 received bv this Authoritv as an amendment* on 




2. 


[)>^ In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 


3. 


Additional comments: 






* If item 4 in Box No. I applies, the listing and /or table(s) related thereto, which form part of the basis of the report, may be marked 
"superseded". 
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